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KONNErMa EBPASUMNCKOU 9KOHOMUYECKOW KOMUCCUMN
PEKOMEHOALIUA
OT 26 ®EBPAJA 2020 TOAOA N 2

O PYKOBOACTBE MO NCYUCNEHUIO OATblI HAYATIA OTCYETA CPOKA rOAHOCTU rOTOBbLIX
JIEKAPCTBEHHbIX ®OPM JNIEKAPCTBEHHbIX MPENAPATOB ANA MEAULIMHCKOIO NPUMEHEHUA U
BETEPUHAPHbIX NEKAPCTBEHHbIX MPENAPATOB

Konnerna EBpasniicKon 3KOHOMMYECKOM KOMWUCCUMM B COOTBETCTBMM cO cTtatbamu 30 u 56 [loroBopa o EBpasuiickom
3KOHOMMYeckoM cotose oT 29 maga 2014 roga, nyHkTom 14 MNpoTokona 0 NPUMEHEHUN CaHUTARHbLIX, BETEPUHARPHO-CAHUTARHbIX U
KapaHTUHHbIX hutocaHnTapHbix Mep (npunoxenue N 12 k [loroBopy o EBpasuinckom 3koHOMUYEcKoM coto3e oT 29 masa 2014
rona), nyHkTom 3 ctatbu 3, cTatben 7, nyHkTom 3 ctatbu 8 u ctatben 9 CornalieHus o eauHbIX NpuHuUMnax WM npasBunax
obpalleHns NekapCTBEHHbIX CPEACTB B paMkax EBpasumckoro skoHoMmM4eckoro corsa ot 23 aekabps 2014 roaa, a Takke B
uenax obecnevyeHus MPUMEHEHUS eAMHbIX MNOAXOAOB K MCYMCMEHMIO CpoKa FOOHOCTU TOTOBbLIX JIEKAPCTBEHHbLIX (HOpPM
NeKapCTBEHHbIX NpenapaToB AN MEeAULMHCKOrO NMPUMEHEHNA U BETEPMHAPHBIX NTEKAPCTBEHHbLIX NpenaparoBs, BbiMyCKaeMbiX B
obpalleHne Ha TaMOXEHHON TeppuTopun EBPasnMnckoro aKOHOMMYECKOro CO3a,

pekoMmeHAyeT rocygapctBaM - u4rneHam EBpasninckoro 3KOHOMMYECKOro Ccok3a Mo UCTeYeHun 6 mecsiueB € Aathbl
onybnmkoBaHusa HacTosiwen PekomeHgaumm Ha ocmumanbHOM canTe EBpasninckoro SKOHOMUYECKOro Cok3a Mpu UCHUCNEHNN
CpoKka TrOOHOCTW TFOTOBbLIX JIEKAPCTBEHHbLIX (QOPM JIEKAPCTBEHHbLIX MNpenapaToB Ans MEOUUMHCKOTO MPUMEHEHUST W
BETEPUHAPHbIX NIEKAPCTBEHHbIX MpenapaToB NPUMEHATb PykoBOACTBO MO UCHUCIEHNIO AaTbl Ha4ana oTcyeTa Cpoka rogHoOCTH
rOTOBbIX JIEKApPCTBEHHbIX (QOPM JEKAPCTBEHHbLIX MpenapaTtoB ANs  MEeOULMHCKOTO MPUMEHEHUS U BETEPUHAPHbIX
NeKapCTBEHHbIX MpenapaToB COMMacHO NPUIOXEHUIO.

Mpeacenatens Konnerum
EBpa3smmnckon aKoHOMUYECKOW KOMUCCUn
M.MscHukoBu4

MpunoxeHune

. _kPexomeHpauuu Konneruu
EBpa3nnckon 3KOHOMUYECKOU KOMUCcCHn
ot 26 cheBpana 2020 ropa N 2

PYKOBOACTBO MO UCHUCTIEHUIO OATbI HAYATNTA OTCHETA CPOKA rOOHOCTU FOTOBbIX
NEKAPCTBEHHbIX ®OPM JIEKAPCTBEHHbIX NMPENAPATOB Ansd MEOULUWHCKOIO NPUMEHEHUA U
BETEPUHAPHbIX NEKAPCTBEHHbIX NMPENAPATOB

1. HacTtosilee PykoBoacTBO pa3paboTaHo B LENSAX YCTAHOBNEHMS eanHOro Noaxoaa K MCHUCNEHUo daThl Hayana oTcyera
CpoKa TrOAHOCTM TOTOBbIX FEKapCTBEHHbIX (OPM NEKapCTBEHHbIX MpenapaTtoB AnNsg MEeAOULMHCKOTO MPUMEHEHUS WU
BETEpPUHAPHBLIX NEKapCTBEHHbLIX MpenapaToB, BbIMycKaeMblX B obpalleHne Ha TaMoXeHHoW Tepputopun EBpasuiickoro
SKOHOMMYECKOIO COoo3a (Jarnee - nekapcTBeHHble npenaparsl).

2. Hactosuwee PyKOBO,D,CTBO HEe MNPpUMEHAETCA B OTHOLUEeHUU ononornyeckmnx NeKapCTBEHHbIX npenapatoB (BaKLLI/IH,
CbIBOPOTOK, TOKCMHOB WU annepreHOB), a TaKxke JieKapCTBeHHbIX nMpenapaTtoB, MNOJly4YeHHbIX C NpuUuMeHeHnem
BMOTEXHONOrMYECKNX METOL0B.

3. Hacrtoswee PykoBoacTBo paspaboTaHO B COOTBETCTBUM C TpebGoBaHMAMM K MapKUPOBKE NEKAPCTBEHHbLIX CPEACTB ANs
MEONLIMHCKOrO NPUMEHEHNS] 1 BETEPUHAPHbLIX NIEKAPCTBEHHbIX CPEACTB, YTBEPXKAEHHbIMM PeweHnem Coseta EBpasunckomn
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3KOHOMMYEecKo komuceun ot 3 Hoabpa 2016 . N 76, n MpaBunamu Haanexallen NPOU3BOACTBEHHONW NpakTukM EBpasuinckoro
9KOHOMMYECKOIO COK3a, YTBEPXAEHHbIMM PewieHnem CoBeTa EBpasuinckon 3koHoOMUYeckow kommucenn ot 3 Hoabpsa 2016 . N
17.

4. Ncnonb3yemoe B HacTosiem PykoBoacTBe NOHATME "AaTta BbiMyCcka cepun niekapCcTBEHHOMO npenapara” o3HavyaeT gary
noanMcaHns YNONMHOMOYEHHbIM fULOM [OOKYMEHTa (paspelleHnsl Ha peanu3auuio cepum fekapCTBEHHOro npenapara),
NOATBEPXKOAKLLEr0 COOTBETCTBME CEPUM NEKapCTBEHHOro npenapata TpeboBaHUSAM, YCTaHOBMEHHbIM IUUEH3ne Ha
NpoM3BOACTBO JeKapCTBEHHbIX MpenapaToB, perucTpauuMoHHbIM [OCbe NekapcTBeHHOro npenapata u [lpaBunamu
Haanexatllen NPoM3BOACTBEHHOW NPAaKTUKM EBPA3MINCKOro SKOHOMUYECKOIro Co3a.

5. [lata ucteyeHusi cpoka rogHOCTU Cepuu NekapCTBEHHOTO NpenapaTa OTCYATLIBAETCS € AaThl Bbinycka 3TON cepum.

6. [lata Bbinycka cepun nekapCTBEHHOrO Npenapara, Kak npasunio, He AormKHa npesblwaTtb 30 KaneHgapHbIX AHEeW ¢ gaThbl
Npon3BOACTBaA 3TON Cepun NekapCTBEHHOro npenapara.

7. Ecnu cepusa nekapCTBeHHOro npenapata BblMyckaeTca nosgHee, yYem 4epe3 30 gHenW C gaTbl Npowu3BoACTBa
nekapCcTBEHHOro npenapara, 4aToW BbiNyCka cepun U Havana oTcyeTa Cpoka rogHOCTU fieKapCTBEHHOro npenapara cyntaeTcs
[aTa Npon3BOACTBA 3TOrO SfIEKApCTBEHHOMO Npenapara, Kak 9To onpegeneHo B nyHkTax 8-10 HacTosuwero PykoBoacTtea.

8. [aTon npousBoAcTBa NeKapCTBEHHOrO npenapata CYMTaeTcsl Aarta BbIMOMHEHUS MepBOM onepauuun, CBA3aHHOW CO
cMeluvBaHWeM bapmaueBTMYeckor cybcTaHumMm ¢ Apyrumn MHrpeameHTamu. B OTHOLLEeHWM nekapcTBEeHHbIX npenapaTtoB CO
CPOKOM rogHoCTN MeHee 12 mMecsdueB fata npousBoacTBa ykasbiBaetcs B dopmate AO.MM.ITTT wnu OO/MM/TTTT (aeHsb,
Mecsu, KaneHaapHbIn rog) B ocTanbHbIX cnyyasx - B popmate MM.ITTT unn MM/TTTT (Mecau, kaneHaapHbIn rog).

B oTHOLIEHMN NekapCTBEHHbIX NpenapaToB, COCTOSILLMX M3 OOHON dhapMaLeBTUYECKON CybCTaHLMKN B MEPBUYHON YNaKOBKe
N He coaepXalmx OpYrMx WHrpeoueHToB, OATOW NPOW3BOACTBA JIEKApCTBEHHOrO npenapaTta CYMTaeTcs HadyanbHasa garta
¢acoBkM (HaNOMHEHUSA NEPBUYHON YNAKOBKN).

9. [laTa ncteyeHnst cpoka roqHoCTM NekapCTBEHHOro npenaparta ykasbiBaetca B popmare MM.ITTT wnu MM/TTTT (mecsu,
KaneHdapHbI rog). JaTton UCTeYeHUs cpoka rogHOCTU SIBMSIETCS MOCnedHUM OeHb yKasaHHOro Mecsua (npumMepbl pacyerta
AaTbl UCTEYEHUSI CpOKa FOAHOCTM NeKapCTBEHHOTO Npenapata NpuBeaAeHsb! COMMacHO NPUNOXKEHWIO).

10. B oTHOWEHMM NEeKapCTBEHHbIX NpenapaTtoB (Hanpumep, pagnodapMaLeBTUHECKNX NEKAPCTBEHHbLIX NpenapaToB) CO
CPOKOM roHOCTM MeHee 12 MecsaueB fgata MCTEeYeHUs CPOKa rOAHOCTWU YCTaHaBMMBAETCA COrMacHo obLieMy npasBumny nyTem
npubaBreHns cpoka rogHOCTU K AaTe BbIMyCka Cepumn NeKapCTBEHHOIo npenapara.

11. B OTHOLWIEHUN NeKapCTBEHHbIX NPENapaToB CO CPOKOM rogHOCTU bonee 12 MecAueB Aata UCTEYEHMS CpoKa roAHOCTH
yCTaHaBnNMBaeTcH nyTem:

r|p|/|6aBr|eH|/|s=| CpOKa rogHoCt1 K gate BbilMyCKa Cepun JneKapCTBEHHOro npenapara - ecnm J'IeKapCTBeHHbIIZ npenapar
npon3eeneH nolagHee 15-ro uncna mecsaua;

NpvbaBreHMss cpoka TrodHOCTM K [JaTe BbiNycka Cepuu JeKapCTBEHHOro rpenapata, C  ykasaHveM Mecsiua,
NpeawecTBYOLLEro NoMy4YeHHOMY Npu NpUGaBieHUN cpoka roAHOCTM - eClM NeKapCTBEHHbIN Npenapat npousseaeH Ao 15-ro
yucna Mecsua.

[lata ucTeyeHust cpoka rogHOCTU NEKAPCTBEHHOrO Npenapata OTCYMTLIBAETCSl C AaThbl BbiMycka CEpUM feKapCTBEHHOIO
npenapara, a B criy4yae, ecnv nepuos BpeEMEHU MeXZy AaToi Npou3BOACTBA W AaTOW BbiMycka NekapCTBEHHOro npenapara
npe.biwaet 30 kaneHaapHbIX AHEN - ¢ AaTbl NPOU3BOACTBA 3TOrO NIEKAPCTBEHHOO Npenapara.

12. TMpu wncnonb3oBaHUM WHbIX METOAOB pacyeTa WCTEYEeHUs Cpoka TFOAHOCTM JeKkapCTBEHHOro mnpenapaTa, B
perncTpauMoHHOM [0Cbe IeKapCTBEHHOro npenapaTta HeobxoguMo ykasaTb OGOCHOBaHME NPUIOAHOCTU MCMOSb3yEeMOro
ansTepHaTUBHOIO METOAAa pacyeTa UCTEYEHMsl Cpoka roAHOCTU NeKapCTBEHHOro npenapara, noflydYeHHoe NyTeM BKMHYEHUS B
nporpaMmy uccrieqoBaHus cTabunbHOCTM Cepuii NeKapCTBEHHOro npenapara, KOTopble M3yyYeHbl Ha NPOTSHKEHUM MOMHOro
WHTEepBana BpPEMEHW, B TeYeHMe KOTOpPOro OCYLLECTBMAETCA XpaHeHWe ITOro JeKapCTBEHHOro npenapara B BUAE
HepacdacoBaHHOW NPOAYKLMM (MPOMEXYTOYHOrO NpoayKTa).
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MpunoxeHue

K PykoBoACTBY NO MCUYMCIIEHUIO AaThbl
Hayana oTcyeTa CpoKa rogHOCTU FrOTOBbIX
neKapCcTBeHHbIX (POPM NeKapCTBEHHbIX
npenapaToB AN MeOULIMHCKOro
NpPUMEHEeHUs U BeTepUHapPHbIX
neKapCTBeHHbIX NpenapaToB

NMPUMEPbLI PACHETA UCTEYEHUA CPOKA rOAHOCTU NOTOBbIX JIEKAPCTBEHHbBIX ®OPM
NEKAPCTBEHHbIX NMPEMAPATOB Ansd MEAUUUHCKOIO NPUMEHEHUA U BETEPUHAPHbIX
NEKAPCTBEHHbIX NMPEMNAPATOB CO CPOKOM rOAHOCTU 24 MECSILIA

Hata Hata [Hata Hata KanengapHas O6Lwee Bpems MepecunTaHHas
npon3BoacTBa thacoBku BbINycka ucTeyeHust faarta OT Havyana farta ncTeveHus
cpoka UCTeYeHNs MPOU3BOACTBA CpoKa rogHoCTU
rofHOCTM CPpOKa rogHOCTU | [0 OKOHYaHus
CpoKa rogHoCTU
1 2 3 4 5 6 7
28.01.2015 29.01.2015 30.01.2015 01/2017 31.01.2017 2 roga 3 aHst 01/2017
03.01.2015 04.01.2015 05.01.2015 01/2017 31.01.2017 2 ropa 28 gHen 12/2016
03.01.2015 19.07.2015* 21.07.2015 01/2017 31.01.2017 2 roga 28 gHen 12/2016
03.01.2015 04.01.2015 01.02.2015 02/2017 28.02.2017 2 ropa 56 gHen 01/2017

* YKasblBaeTCs C y4ETOM CreaytoLLmX YCIOBUNA:

1) HepacdacoBaHHasa NPoayKUUS B Buae TabneTok XpaHunach B TedyeHne 6 MecsueB 40 CTaaun YNakoBKU B HaAnexalmnx
YCNOBUSX;

2) CpOK TOOHOCTVM MPOMEXYTOYHOIrO MpoaykTa W pesynbTaTtbl UCCredoBaHUS €ro CTabunbHOCTM NpefcTaBneHbl B
pEerncTpauMoHHOM [0Cbe fieKapCTBEHHOro npenapara.

ONEeKTPOHHBIN TEKCT AOKYMEHTa
nogroTtoBreH AO "Kogekc" n ceepeH no:
odmumanbHbl cant

EBpa3sninckoro sSkOHOMUYECKOro CoH3a
www.eaeunion.org, 02.03.2020
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